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DETAILED ACTION 

The following office action is a responsive to the Amendment filed, 01/15/08. 
The amendment filed 01/15/08 affects the application, 10/567,061 as follows: 

1 . Claim 10 has been amended. The applicant's amendments have overcome the 
rejections made under 35 USC § 1 12, 1 st and 1 12, 2 nd in the prior office action mailed 
09/17/07. However, the 103 rejection are maintained. 

2. The responsive to applicants' arguments is contained herein below. 

Claims 10-18 are pending in the application 
Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which said subject matter pertains. Patentability 
shall not be negatived by the manner in which the invention was made. 

Claims 10-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over Olsen et al. 
(WO 0 1/83707 A2). 

In claim 10, applicant claims a method of treatment of psoriasis in a mammal, comprising 
administering to a mammal in need thereof an effective amount of an alkaline or alkaline earth 
metal chondroitin sulfate obtained from enzymatic hydrolysis of animal cartilage. Claims 11-18 
are drawn to said method wherein the said chondroitin sulfate is obtained from a specific source, 
it is sodium chondroitin sulfate, it is of specific molecular weight range, specific sulfur content 
and wherein the administration is by specific routes. 
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Olsen et al. disclose that psoriasis in a mammal (human or animal) can be treated by 
administering to said mammal chondroitin sulfate (see claims 47 and 49; see also claims 1-5). 
Olsen et al. disclose that the chondroitin sulfate can be obtained from animal cartilage (see 
claims 2 and 5). It should be noted that the source of the chondroitin sulfate does not further 
limit the chondroitin sulfate used. 

The difference between applicant's claimed method and the method suggested by Olsen 
et al. is that applicant uses an alkaline or alkaline earth metal chondroitin sulfate. However, 
Olsen et al. suggest that a pharmaceutically acceptable salt (which includes alkaline or alkaline 
earth metal salts such as the common sodium metal salt) can be used (page 18, lines 16-21). In 
addition, it should be noted that the applicant's also disclose that the chondroitin sulphate 
(chondroitin sulfate) that is commonly used in therapy is in the form of sodium salt (see page 3, 
lines 31-32 of applicant's specification). 

It would have been obvious to one having ordinary skill in the art, at the time the claimed 
invention was made to have used the method suggested by Olsen et al. to administer a 
pharmaceutically acceptable salt of chondroitin sulfate such as sodium chondroitin sulfate to 
treat psoriasis in a mammal, since Olsen et al. suggest that a pharmaceutically acceptable salt can 
be used to treat the same said conditions. 

One having ordinary skill in the art would have been motivated to use the method 
suggested by Olsen et al. to administer a pharmaceutically acceptable salt of chondroitin sulfate 
such as sodium chondroitin sulfate to treat psoriasis in a mammal, since a skilled artisan would 
reasonable expect to use the composition taught by Olsen et al. for the same said purpose. It 
should be noted that the use of specific routes of administration such as topical or oral 
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administration depends on factors such as the severity and location of the psoriasis treated, the 
type, age and size of mammal. It should be noted that the use of sodium chondroitin sulfate of 
specific molecular weight and of specific dosage, amount or sulfur content depends on factors 
such as the severity of the psoriasis treated and the type, age and size of mammal. 

Response to Arguments 
Applicant's arguments with respect to claims 10-18 have been considered but are not 
found convincing. 

The applicant argues that Olsen et al does not teach or suggest the use of chondroitin 
sulfate directly obtained from animal cartilage to treat psoriasis. However, it should be noted 
that the source of the chondroitin sulfate does not further limit the chondroitin sulfate used. That 
is, regardless of the source from which the chondroitin sulfate, both applicant and Olsen et al use 
or suggest the use of same compound, chrondroitin sulfate. 

The applicant argues that Olsen et al does not describe a method of directly producing 
chondroitin sulfate from animal cartilage. Rather, Olsen et al teaches a method of producing 
chondrocytes from animal cartilage. Olsen et al may suggest obtaining chondroitin sulfate from 
said cultured chondrocytes, but does not describe a method for doing so. However, the instant 
claims are not drawn to a method of producing chondrocytes or chrondroitin sulfate and 
consequently the manner in which the chrondroitin sulfate is produced or obtained does not 
change or alter the fact that Olsen et al. suggest treating psoriasis in a mammal, comprising 
administering a pharmaceutically acceptable salt of chondroitin sulfate such as sodium 
chondroitin sulfate to said mammal. 
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The applicant argues that there is nothing in Olsen et al about the characteristics of the 
chondroitin sulfate obtained from said cultured chondrocytes, nor is there any scientific data 
which demonstrate the beneficial effect of the chondroitin sulfate obtained from the in vitro 
cultured chondrocytes for treating psoriasis, or for any of the other diseases mentioned in Olsen 
et al. Olsen et al does not disclose any study with Psoriatic Patients treated with chondroitin 
sulfate. Olsen et al does not disclose any clinical activity of chondroitin sulfate. Olsen et al only 
discloses a way to obtain anti-angiogenic fractions (see Example 2 of Olsen et al) and the activity 
of said fractions in an in vitro assay with cancer cell lines (see Example 3, page 30, lines 1-10, of 
Olsen et al). An in vivo assay with rats that had developed a breast cancer is also disclosed (see 
Example 3, page 30, lines 1 1-22, of Olsen et al). However, as set forth in the above rejection, 
Olsen et al. disclose that psoriasis in a mammal (human or animal) can be treated by 
administering to said mammal chondroitin sulfate (see claims 47 and 49; see also claims 1-5). 
Also, it should be noted that applicant's method does not claim or recite the use of chondroitin 
sulfate that has specific characteristics or specific beneficial effects. 

The applicant argues that moreover, a skilled person in the art (an expert in the field of 
cellular cultures, as well as in the field of glycosaminglycans) knows that obtaining chondroitin 
sulfate by means of in vitro cultured chondrocytes would be non-viable from an industrial and 
economic point of view, due to the large amount of colonies of chondrocytes that would be 
required to isolate a small amount of chondroitin sulfate for use in the treatment of psoriasis. 
However, the instant claims are not drawn to a method of producing chondrocytes or 
chrondroitin sulfate and consequently the amount of chrodrotin produced in any particular 
method and manner in which the chrondroitin sulfate is produced or obtained does not change or 
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alter the fact that Olsen et al. suggest treating psoriasis in a mammal, comprising administering a 
pharmaceutically acceptable salt of chondroitin sulfate such as sodium chondroitin sulfate to said 
mammal. In addition, as set forth in the above rejection, Olsen et al. disclose that psoriasis in a 
mammal (human or animal) can be treated by administering to said mammal chondroitin sulfate 
(see claims 47 and 49; see also claims 1-5). Furthermore, it should be noted that the source of 
the chondroitin sulfate does not further limit the chondroitin sulfate used. That is, regardless of 
the source from which the chondroitin sulfate, both applicant and Olsen et al use or suggest the 
use of same compound, chrondroitin sulfate. 

The applicant argues that the Examiner is requested to note that sodium chondroitin 
sulfate, which has an average molecular weight of between 10,000 and 40,000 daltons (Claim 
13); and sodium chondroitin sulfate, which has an average molecular weight of between 10,000 
and 20,000 daltons (Claim 14), are isolated from either bovine cartilage or pig cartilage. The 
preferred chondrocyte source in Olsen et al is elasmobranch cartilage (see Claim 3; page 7, line 
6; and page 8, lines 1 1-12, of Olsen et al) ; and more specifically ray or shark chondrocytes (see 
Claim 5 of Olsen et al). The chondroitin sulfate obtained from ray or shark cartilage has an 
average molecular weight greater than 50,000 daltons (see for example Volpi, "Analytical 
Aspects of Pharmaceutical Grade Chondroitin Sulphates", J. Pharm Sci., 96:3168-3180 (2007); a 
copy of which is attached hereto). On the contrary however, Exhibit A (which is provided by the 
Examiner) discloses chondroitin sulfate of mean molecular weight of approximately 12,500 to 
18,500 which has been obtained from chondrocytes cultures and which has the molecular weight 
range claimed by applicant (see Exhibit A, abstract). 
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THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael C. Henry whose telephone number is 571-272-0652. 
The examiner can normally be reached on 8.30am-5pm; Mon-Fri. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, Shaojia A. Jiang can be 
reached on 571-272-0627. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
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system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Michael C. Henry 

April 18,2008. 

/Shaojia Anna Jiang, Ph.D./ 

Supervisory Patent Examiner, Art Unit 1623 



